BMJ Paediatrics Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to complete a checklist review form and are provided with free text boxes to elaborate on their assessment. These free text comments are reproduced below.
There are several areas I would like the article to explore further prior to it being published: Randomisation: The trial is listed as an RCT, but the process of randomisation between the two groups is not sufficiently explained in the paper and needs to be addressed in greater detail. I have gone back to their original paper from ADC in 2017 and there is no greater detail in this. Specifically: how were the participants recruited (and how many refused) and what method of randomisation was usedfor example, consecutive referrals to the two units that reached the inclusion criteria for the study?
Intervention: It would be helpful for the authors to place the interventions in the context of what is usually offered in the setting of the trial. For example, is the "Lifestyle school", which seems to be the control arm, the usual treatment offered to such families in the two tertiary recruitment centres? Although it is trying to compare two interventions it would be useful to know how successful regular interventions are in the local setting.
Power of the study: The study design was powered for measurements of BMI and not for the Adiposity QoL/KINDL measurements written about in this study as the authors state. Could the authors display power calculations for this element of the studyor at least mention this in the limitations of the study.
Data presentation: Table 2 : The authors have provided p-values of the baseline levels of the different elements of the questionnaires, to show that in all but one (the school element of the parent proxy report Kindl) there was no statistically significant difference at baseline.
Looking in greater depth, it appears valid to state that the parent proxy report KINDL Apiposity (line 24-25 page 10) showed significantly greater improvement in the summer camp group (SCG) compared to the lifestyle school group (LSG). There is a 4.6% increase in score from baseline in the SCG vs 2.3% in LSG. But the child self report adiposity Kindl (lines 16/17 pg 10) shows a 4.4% improvement from baseline in the SCG compared to 4.1 in the FSG.
My point on this is that, in such a study, the baseline score cannot be treated as independent from the final comparison of the means. The "between group difference mean difference" do not appear to add up in most of the columns and I think the authors need to explain what adjustments they have made to this arrive at the figures in this column. Either this, or the detailed explanation of their modelling should be referred to a statistician for validation. One non-statistical issue: Although the paper looks fine on screen, when I printed it, much of the tables were unreadable with some very odd blank box-like things instead of numbers. I have no idea why, maybe someone at BMJ does.
The statistics were very well done. I have only a couple comments.
First, I'd like to see a little discussion of the fact that BMI is a terrible measure of obesity.
Authors' response: Thank you for the encouraging remarks about our choice of statistical methodology. We agree that BMI is not a perfect measure of obesity. The scope of this paper was, however, health related quality of life (HRQoL), and we feel that discussing the limitations of BMI as a measure of obesity in this paper would contribute to a dilution of the message, instead of enhancing it. For your information, in the first paper from this RCT (Benestad et al., Arch Dis Child, 2017), we presented several measures of obesity. (BMI, BMI SD Score, body fat percentage, fat mass, skeletal muscle mass, waist circumference and waist-to-height ratio for the children; BMI, waist circumference, waist-to-hip ratio, body fat percentage, fat mass and skeletal muscle mass for the parents).
Second, on p. 6, why were the scores transformed?
Authors' response: The scores were transformed in accordance with the specific instructions from the authors of the different questionnaires, in order for the scores to be comparable with results from other studies. We have included this information in the revised manuscript (Health related quality of life measures, page 6):
The scores were transformed in accordance with the specific instructions from the authors of the different questionnaires.
Third, regarding tables 1 and 2, p values are really irrelevant here.
Authors' response: We thank the reviewer for this comment, and we have removed the p values for comparisons of the groups at baseline from tables 1 and 2 accordingly.
However, we suggest, as common in most scientific papers, to keep the p values for between group comparisons of changes in Table 2 This topic is an important area of obesity management and the authors are to be commended for including QoL measurements in their original study. It is also an ongoing area of complexity in terms of the intensity and follow up of such interventions in terms of how effective they can be.
The authors have gone to great lengths to explain their statistical methodology which is to be commended. However, for the average reader I feel it may be too in depth and there are some changes in the presentation of the methodology and data that need to be provided prior to it being fit for publication.
There are several areas I would like the article to explore further prior to it being published: Randomisation: The trial is listed as an RCT, but the process of randomisation between the two groups is not sufficiently explained in the paper and needs to be addressed in greater detail. I have gone back to their original paper from ADC in 2017 and there is no greater detail in this. Specifically: how were the participants recruited (and how many refused) and what method of randomisation was used -for example, consecutive referrals to the two units that reached the inclusion criteria for the study?
Authors' response: We thank the reviewer for these comments, and we have added some points, to give a more detailed explanation for the reader. Specifically, point-by point:
Randomisation: The 94 families were randomised using a 1:1-ratio and allocated to one of the two treatment groups. The randomisation was computer-generated by technical staff using an internetbased device, and we used block randomisation (block sizes of 4 and 5 participants) with stratification of treatment centre. After inclusion into the study, study personnel contacted the randomisation center, who performed the randomisation and provided the randomisation code to the study personnel. The study personnel then allocated the patient to one of the two treatment groups and informed the patients by phone. We have added text about this in the revised version of the manuscript (Sample size and randomisation, page 7):
After inclusion of each consecutive family, study personnel contacted technical staff at the randomisation centre. Block randomisation (block sizes of 4 and 5 participants) stratified by the treatment centre was computer-generated by technical staff using an internet-based device. Randomisation was performed 2 days after the baseline measurements. The participants (families) were randomly assigned to one of the two parallel groups in a 1:1 ratio. Allocation was concealed from both participants and trialists.
Recruitment: The participants were recruited from primary health care nurses and general practitioners (>75%), as well as from media and regular referrals. (Participants, page 5.) All participants needed to have a note for referral from their general practitioner or their primary health care nurse in order to be considered. We do not know the number of families who were asked about participation and declined. We do, however, have information on all the families who were referred to the study. As depicted in Figure 1 , 116 families were referred and assessed for eligibility. 22 families were excluded (4 did not meet inclusion criteria, 3 declined to participate and 15 had other reasons (4 disease, 3 transportation problems, 8 unknown)). We have added more detail to the text in the revised manuscript (Participants, page 5):
Families with at least one child with obesity (International Obesity Task Force),13 aged 7-12 years and at least one parent with obesity (BMI ≥30 m/kg2), were recruited from primary health care nurses and general practitioners (>75%), as well as from media and regular referrals in 2010 (n=39) and 2011(n=55).
